REMARKS 

Claims 54-70 are pending in the application. Claim 65 has been canceled. Claim 
54 has been amended. No new matter has been presented. Reconsideration is requested. 

Information Disclosure Statement 

The Information Disclosure Statement filed July 3, 2004 has been objected to. 
Accordingly, Applicants filed a new Information Disclosure Statement on April 25, 2005. 

Specification 

The specification has been objected to under 37 C.F.R. § 1.75(d)(1) and MPEP 
§ 608.0 1 (o). The Examiner has objected to the claim terms "self-sizing," "self- 
attaching," "self-tensioning," "self-adhering," and "self-expanding," as being not 
supported in the specification. Applicants respectfully traverse. Claim 65 relates to the 
"self-expanding" claim term and has been canceled. Support for the other claim terms 
can be found throughout the specification and the drawings, and specific support can be 
found in the following paragraphs. At page 18, lines 23-3 1, the cardiac harness is self- 
sizing and self-tensioning because the "elasticity allows the cardiac harness to conform 
and apply pressure to the heart as it fills and empties." Elasticity of the harness is 
achieved by the use of hinges, which can be U-shaped, that bend elastically under load. 
Further, at page 19, lines 10-17, the array of hinge elements provide selective elastic 
resistance to stretch during diastole and contractile augmentation during systole. The 
elastic materials resist deformation with a force that increases with increasing 
deformation. Clearly, this describes "self-sizing" and "self-tensioning." Further, at page 
20, lines 9-14, the elastic hinges 6 are designed such that the elastic limit or yield point of 
their material is not exceeded during use. An important aspect to the use of the cardiac 
harness having elastic hinges 6 is that "the harness 4 is sized such that it remains in 
elastic, compressive contact with the heart 2." This portion of the specification provides 
support for all of the claim terms in questions except "self-expanding." Since the harness 
4 is sized such that it remains in elastic, compressive contact with the heart, it clearly 



-5- 



Appl. No. 10/693,577 
Client ID/Matter No. PARCR 65971 



would be understood by a person having ordinary skill in the art that it is "self-sizing," 
that it remains on the heart and is therefore "self-attaching," that it expands and contracts 
during the cardiac cycle and remains elastic, therefore being "self-tensioning," and it 
remains in position on the heart and is therefore "self-adhering." Further support for the 
claim terms is found at page 20, lines 18-30. "The cardiac harness 4 according to the 
preferred embodiment mechanically resists size and shape changes that take place in the 
heart 2 after an acute myocardial infarction." "If reverse remodeling occurs, and the left 
ventricular shape and size consequently decrease back toward normal, then resistive 
pressure from the harness 4 will commensurately decrease, as well." This portion of the 
specification again supports all of the enumerated claim terms in question. In fact, the 
cardiac harness is sized so that if the heart begins to shrink (reverse remodel) as a result 
of the continuous compressive force applied by the cardiac harness, the cardiac harness 
will actually "self-size" to fit the shape of the heart, and remain "self-tensioning" to 
continue to apply compressive force. Further support for the claim terms is found at page 
23, line 21 through page 24, line 23. In this portion of the specification the elastic hinges 
comprising the cardiac harness are described as being able to conform to the changing 
sphericity of the heart. This supports claim terms "self-sizing" and "self-tensioning." 
Further, since the cardiac harness remains in compressive force on the heart as changes in 
sphericity occur, the specification supports the claim terms "self-attaching" and "self- 
adhering" since the harness remains in close contact with the heart as the sphericity 
changes. As further support for the claim terms, at page 27, lines 8-12, the cardiac 
harness 4 is described as being of a "one-size-fits-all design." Further, a "nitinol harness 
can be provided pre-sized to fit the dimensions of a patient's heart." 

In view of the overwhelming support in the specification for the objected-to claim 
terms, Applicants respectfully request that the Examiner withdraw the objection under 37 
C.F.R. § 1.75(d)(1) and MPEP § 608.01(o). 
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Priority Under 35 U. SC. Tl 20 ~' 

The Examiner contends that Applicants have not complied with one or more 
conditions for receiving the benefit of an earlier filing date under 35 U.S.C § 120. 
Applicants respectfully traverse. In view of the foregoing discussion relating to the 
overwhelming support for the objected to claims terms, it is believed that Applicants have 
in fact complied with the conditions of receiving the benefit of an earlier filing date under 
35 U.S.C. § 120. However, in an abundance of caution, and without conceding that any 
of the claim terms enumerated above are unsupported in the specification, Applicants 
have claimed priority to the parent application U.S. Serial No. 09/952,1 16 filed 
September 10, 2001 and incorporated by reference herein the entire contents of the ' 1 16 
patent application. The Examiner has identified U.S. Serial No. 09/693,577, filed 
October 23, 2003 as the basis for the priority objection under 35 U.S.C. § 120. 
Applicants are confused, since the "577 application is in fact the present application, not a 
prior application. Further, the Examiner will note that when Applicants filed the Utility 
Patent Application Transmittal Form, that the continuing application box for a 
continuation (Pargraph 1 8) was checked along with the identification of the parent 
application U.S. Serial No. 09/952,1 16. Accordingly, Applicants believe they have 
complied with 35 U.S.C. § 120, and it is respectfully requested that the objection be 
withdrawn. 

Claim Rejections Under 35 U.S.C. § 1 12 

Claims 55-58, 64 and 65 have been rejected under 35 U.S.C. § 1 12, first 
paragraph, as failing to comply with the written description requirement. The Examiner 
contends that the aforementioned claim terms "self-sizing," "self-attaching," "self- 
tensioning," "self-adhering," and "self-expanding" are considered to be new matter and 
not described in the originally-filed application. Applicants respectfully traverse for the 
same reasons set forth above. It should be noted that claim 65 relating to "self- 
expanding" has been canceled. Applicants believe that these claim terms are fully 
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supported by the original specification and respectfully request that the rejection under 35 
U.S.C. § 112, first paragraph be withdrawn. 

Claim Rejections Under 35 U.S.C. $ 103 

Claims 54-70 have been rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Jayaraman (U.S. Patent No. 6,360,749) in view of Lau et al. (U.S. Patent No. 
6,157,570). Applicants respectfully traverse. As a preliminary matter, Applicants 
contend that there is no motivation to combine Jayaraman with Lau et al. Each patent 
describes a medical device used for a specific medical purpose, and a person having 
ordinary skill in the art would understand that one device could not be used as a substitute 
for the other, but only that there may be some materials of manufacture common to each. 
More specifically, Jayaraman discloses a band for tightly restricting the outside of the 
heart. In contrast, Lau et al. describes a stent graft that expands outwardly inside a 
vessel, such as an aorta, to provide a conduit for blood flow through the aorta to bypass 
an aneurysm. A person having ordinary skill in the art would not look to the stent art or 
stent graft art of Lau et al. to provide a medical device to apply compressive force to the 
outside of the heart. Indeed, many of the stent graft devices disclosed in the prior art, 
including that of Lau et al., expands and holds open the vessel, but does not apply any 
compressive force once it is open. It is merely a conduit to insure that blood flows 
through the aorta and not into an aneurysm. Thus, a person having ordinary skill in the 
art would not look to Lau et al. under any circumstances to solve a completely different 
problem, namely to treat congestive heart failure. 

With respect to the Jayaraman reference, it does not teach or suggest hinge 
elements and it does not teach or suggest hinge elements that are configured to be 
delivered minimally invasively. At best, Jayaraman discloses a band attached either to an 
external wall of a ventricle or wrapped around the heart in a constrictive manner as 
shown in Fig. 7C. At column 2, lines 23-26, Jayaraman states that the bands can also be 
made from stent graft material. This is insufficient motivation to combine Jayaraman 
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with Lau et al. All Jayaraman is saying is that the bands can be made from the same type 
of material as that of a stent graft. Also, Jayaraman contemplates forming the band with 
a covering similar to that of the stent graft material. It is respectfully urged that such 
material is not recited in the present application claims, and hence has no basis in forming 
the rejection. Further, Jayaraman further states that the bands can be placed through 
minimally invasive surgery. There is no disclosure in Jayaraman as to how this would be 
accomplished, and there is nothing in the drawings to support a minimally invasive 
approach, where the minimally invasive approach would be performed, or how the band 
gets onto the heart using a minimally invasive procedure. At column 12, lines 52-60, 
Jayaraman states that the bands are preferably designed to be retractable or collapsible to 
a compact configuration to facilitate introduction into the patient. He then states that the 
band can be inserted within an introducing catheter in a manner similar to that used for 
introducing stents into the vascular system. This procedure simply would not work in 
delivering the Jayaraman band to the outer surface of the heart, and simply is not 
analogous to the procedure used for stents. Stents are delivered intravascularly and are 
expanded inside a vessel to hold the vessel open. If the band of Jayaraman were placed 
within a catheter, and positioned at the heart, once the band is pushed out of the catheter 
there would be no way to place it on the heart from a minimally invasive delivery. 
Moreover, the procedure simply is not described in any detail in the Jayaraman patent to 
support the Examiner's present objection under § 103(a). Absent specific structure, a 
person having ordinary skill in the art could not, without undue experimentation, implant 
the Jayaraman band minimally invasively. 

With respect to Lau et al., it is respectfully urged that a stent graft is a completely 
different medical device than that set forth in claims 54-70. More specifically, a stent 
graft expands outwardly and is placed in an aorta to provide a conduit for blood traveling 
through the aorta to bypass an aneurysm. The disclosed stent graft includes a stent 
covered by a synthetic material. There is no disclosure in Lau et al. of hinge elements 
that impart a compressive force on the heart during diastole and systole. The stent graft 
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of Lau-et al. expands radially outwardly, as compared to the hinge elements of claim 54 
which contract to impart compressive force on the heart during diastole and systole. In 
summary, Lau et al. does not disclose hinge elements extending circumferentially on the 
outer surface of the heart to impart compressive force on the heart during diastole and 
systole. It is respectfully urged that claim 54, and its dependent claims, are patentably 
distinguishable over Jayaraman in view of Lau et al., and that the rejection under 35 
U.S.C. § 103(a) should be withdrawn. 

Claim Rejections Under 35 U.S.C. $ 102 

Claims 54, 59, 68, 69 and 70 have been rejected under 35 U.S.C. § 102(b) as being 
anticipated by Hartwell (U.S. Patent No. 2,278,926). Applicant respectfully traverses. 
Hartwell is taken from non-analogous art and even though it is being applied as a 
§ 102(b) reference, it does not disclose each and every element set forth in claim 54. 
Hartwell does not teach a plurality of non-overlapping hinge elements. Accordingly, it is 
respectfully requested that the rejection of claim 54 and its dependent claims, under 35 
U.S.C. § 102(b), be withdrawn. 

Claims 54, 56, 58, 59, 62, 63, and 68-70 have been rejected under 35 U.S.C. 
§ 102(b) as being anticipated by Lederman et al. (U.S. Patent No. 5,800,528). Applicants 
respectfully traverse. The overlapping rings of Lederman et al. do not anticipate claim 54 
which recites in pertinent part "a plurality of non-overlapping hinge elements." 
Accordingly, claim 54, and the claims which depend therefrom, are patentably 
distinguishable over Lederman et al. and it is respectfully requested that the rejection 
under 35 U.S.C. § 102(b) be withdrawn. 

Double-Patenting Rejection 

The claims of the present application have been rejected for double patenting in 
view of several patents in the same chain as the present application, as well as several 
applications in the same chain. Once it is determined that the claims are allowable over 
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the prior art, Applicants will file a Terminal Disclaimer to obviate the double patenting 
rejection. 

Conclusion 

Claims 54-64 and 66-70 remain pending in the application. Applicants have 
attempted to respond to each and every objection and rejection in the Office action. If a 
telephone conference would in any way facilitate prosecution of the application, the 
undersigned can be reached at (310) 824-5555. 



JSN:jeb 

Howard Hughes Center 
6060 Center Drive, Tenth Floor 
Los Angeles, CA 90045 
Telephone: (310) 824-5555 
Facsimile: (310) 824-9696 
Customer No. 24201 

89041.1 



Respectfully submitted, 



FUL WIDER PATTON LEE & UTECHT, LLP 




John S. Nagy " 
Registration No. 30,664 
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